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510(k) Summary of Safety and Effectiveness

Prepared in accordance with the requirementé of 21 CFR Part 807.92

1. Submitter:

Contact Person:

Prepare date:

2. Device name and

classification:

3. Predicate Device:

4. Device

Description:

Edan Instruments, Inc.

3/F-B, Nanshan Medical Equipments Park, Nanhai Rd 10194, Shekou,
Nanshan Shenzhen, 518067 P.R. China

Tel.: (0755) 26882220
Fax: (0755) 26882223

Jiang vucai JUN 19 2009
April 2, 2009

Device name: DUS 3/DUS 6 Digital Ultrasonic Diagnostic Imaging
System

Classification Name: 892.1560 System, Imaging, Pulsed echo, Ultrasonic
Product code: TYQ

892.1570 Transducer, Ultrasonic, Diagnostic
Product code; ITX

Regulatory Class: 11

DP-6600 Digital Ultrasonic Diagnostic Imaging System. K052113
Manufacturer: SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO.,, LTD
DP-6600 Digital Ultrasonic Diagnostic Imaging System. K060949
Manufacturer: SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO, LTD

DUS 3/DUS 6 Digital Ultrasound Diagnostic Imaging System is a portable
digital ultrasonic diagnostic B/W system applied in ultrasound diagnostic
examination of abdominal, obstetrical, small parts, gynecological,
orthopedic, cardiac, and urological applications.

It is designed fo produce ultrasound waves into body tissue and to present
the returned echo information on the monitor, the resulting information is
displayed in five display modes: B-Mode, 2B-Mode, 4B-Mode, M-Mode
or the combined mode (i.e. B/M-Mode). This system controlled by
software is a Track 1 device that employs an array of probes that include
linear array, convex linear array, microconvex linear array, transrectal and
transvaginal with a frequency range of approximately 2.5MHz-10.0M}z.

The system consists of a main unit, a display and transducers.
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5. Intended Use: The DUS 6/DUS 3 Digital Ultrasonic Diagnostic Imaging System is

intended for diagnostic ultrasound imaging analysis in gynecology
rooms, obstetrics rooms, examination rooms, intensive care units, and
emergency rooms. The DUS 6/DUS 3 is intended for use by or on the
order of a physician or similarly qualified health care professional for
ultrasound evaluation of Fetus; Abdomen; Pediatrics; Small Organ;
Neonatal Cephalic; Cardiology; Peripheral Vessel; Musculo-skeleton
(both Conventional and Superficial); Urology (including prostate);
Transrecta and Transvagina.

6. Effectiveness and Safety Considerations;
Clinical test:

Clinical testing is not required.

The following safety standards are conducted on the subject device:

1. TEC 60601-1 Electrical Safety

2. IEC 60601-1-2 Electromagnetic Compatibility

3. Acoustic output testing as per the guideline “Information for Manufacturers Seeking
Marketing Clearance of Diagnostic Ultrasound Systems and Transducers” dated September
9, 2008.

4. ISO 10993-1, ISO 10993-5 and ISO 10993-10

7.Comparison to the predicate device

Comparison to the predicate device, the subject device has the similar technology
characteristics and has the same intended use, same design principle, same electrical
classification, same measurement mode and same accuracy. The different between the subject
device and predicate device primarily includes physical specifications, environment
specifications, scanning angle, printer, display frame rate, Image depth range, all the above

differences do not affect the usage, safety and effectiveness, and no new question is raised regarding the
safety and effectiveness.

8. Substantially Equivalent Determination

Verification and validation testing was done on the DUS 3/DUS 6 Digital Ultrasonic
Diagnostic Imaging System. This premarket notification submission demonstrates that DUS
3/DUS 6 Digital Ultrasonic Diagnostic Imaging System is substantially equivalent to the
predicate device.
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1. SERVICES,

DEPARTMENT OF HEALTH & HUMAN SERVICES : & Public Health Service

LT Food and Drug Administration
JUN 19 2000 9200 Corporate Boulevard
chkville MD 20850

Edan Instruments, Inc.

%% Mr, Marc M. Mouser

Manager & FDA Office Coordinator, Program Reviewer
Underwriters Laboratories, Inc.

2600 NW Lake Road

CAMAS WA 98607

Re: K091680 :
Trade/Device Name: Digital Ultrasonic Diagnostic Imaging Systems
(Models DUS3 and DUS6)
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: 11
Product Code: YO and ITX
Dated: May 27, 2009
Received: June 10, 2009

Dear Mr. Mouser:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to,
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, and
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls
provisions of the Act. The general controls provisions of the Act include requirements for annual
registration, listing of devices, good manufacturmg practice, labeling, and prohlbmons against
mlﬁ;brandmg and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use
with the Digital Ultrasonic Diagnostic Imaging Systems (Models DUS3 and DUS6), as described in

your premarket notification:

Transducer Model Number

- DUS3 Digital Ultrasonic Diagnostic Imaging System

C361-1/C341
C321-1
L741
E741
E611-1




Page 2 — Mr. Mouser

DUS 6 Digital Ultrasonic Diagnostig Imaging System

C363-1/C343-1
321
L743

E743
E6l3

If your device is classified (see above) into either class LI (Special Controls) or class IT1 (PMA), it

_may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish
further announcements concerning your device in the Federal Register. '

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as sct forth in the quality
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control
provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket notification.
The FDA finding of substantial equivalence of your device to a legally marketed predicate device
results in a classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
“Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain other
general information on your responsibilities under the Act from the Division of Small Manufacturers,
Internatienal and Consumer Assistance at its toll-free number (800) 638-2041 or (240) 276-3150 or
at its Internet address http.//www.fda.gov/cdrh/industry/support/index.htm|

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(240) 276-3666. ‘

Sincerely yours,

6’] Jahine M. Morris
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Digital Ultrasonic Diagnostic linaging S}’slem
J10K Submission

Indication for Use
S10{k) Number (iF known}: ,(o (1‘/'(; 8 o

Device Name: Digital Ultrasonic Diagnostic lnaging System {Modcls DUS3 and DUSG)

The DUS 3 & DUS 6 Digilal Ultrasonic Diagnestic lmaping System is intended for diapnostic
ultrasound imaping amalysis in gynccology rooms. obstetrics rooms, cxamination rooms,
inlensive care units, and energency ronms.

I'he DUS 3/ DUS 6 Digitat Ultrasonic Diagnostic Imaging System is intended for use by or on
the order of a physician or similarly qualified health care professional for ultrasound cvaluation
of Fetus; Abdomen: Pediatrics; Small Qrgan; Neoratad Cephalic: Cardiology: -Peripheral Vessel:
Musculo-skeleton (both Convenlional and Superlicial), Urology (including prostate): Transrecta
and Transvagina.

[reseription Use x . Or Over the Counter Lse
(21 CI'R Pan 801 Subpart D) (21 CI'R Part §D1 Subpar C}

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IFNEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Digital Ulrasonic Disgnostic Imaging System
516K Submission

Diagnostic Ultrasound Indications for Use Form -

DUN 3 Bipital Ultrasonic Diagnostic Iinaging Sysiem

Intended Use: Diagnastic ullrastund imaging or fluid How analysis of the human body as follows:

Clinical Applicution Mode of Operation .
R{M|PWD |CWD | Calor Doppler | Cambined | Other®
1Specify) {Specity)
CQphihalmic
Fetal ¢ (bstelrics NN M
Abdominal K [N . |N
Intra-operative (S pecity)
lutra-operative (Nevrslogical)
Laparoscopie
+ Pediatric N [N N
| Small Grgan (Specify) N |« N
{ Neonaral Cephalic NN N
: Adult Cephalic
|:_‘_l'r:1||.-:recla| N [N N
| Transvaginal - N[N N i
I'ratisurethral
Musculg-skelctal
; NN N
{Convenlional)
Muscilo-skeletal (Superficial) NN N
Intravascular {
Other {Specify)
Cardiac TNN 1N
Intravasealar
Peripheral vascular NN N ]
Other (Specity)

N =new indication; P = previously cleared by FDA: F added under this appendix
Additional commenis: Combined mode: B tM

(PLEASE DO NOT WRITE BELOW TS LANE - CONTINUL ON ANGTIHEFR BAGE 11 NELDED) l
Concurrence of UDIR! I, Office of Device Evaluation (ODE)

/ Prescriplion 1se (Per 21 CIIR 801.109)

- 22
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Digital Ultrasonic Diagaaostic Imaging System
F10K Submission

Diagnostic Ultrasound Indications for Use Form

BUS Y with C361-1/7 CY41 Transducer

Intended Use: Diagnostic ulirasound imaging or fluid Row analysis of the kuman body as follows:

Clinical Applicarion Mode of Uperation
B (M [PWD {CWD | Color Cambined Oiher*
Doppler (Specify) (Specify)
Ophthahnie
IFetal / Obstetrics NN . M
Abdominal N[N : B N

Integ=operative (Specify)

. lntra-vperative (Neurological)

Laparuscopic

Pediatric

Senall Organ (Specify)

Neonatul Cephalic

Adull Cephalie

Iramsrecial

Transvaginal

I'ransurethral

Muscula-skeletal {Conventional)

Musculy-skeletal {Superficial)

Intravasceotar

Other (Specily)
Carddiac

Intravascular

Peripheral vaseular

 Other (Specify) ' ]

N = new indication: P =~ previously eleared by FDDA: E - added snder ¢uis appendix
Additional eommenis: Cownbined mode: 131 M

(PLLASE THO NOT WRETE SELOW 1345 LINE - CONTINUE ON ANDTHER PAGL 1) NELLID)
Concurrence of CORIL, Office of Device Evalustion (ODE)

Q’eacripliun Use (PPer 21 CPR 30].!(}9). \
. //

—
2.3
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Digital Ulirasoric Dingnostic Imaging System
510K Submission

Diagnostic Ultrasound Indications for Usc Form

DUS 3 with C321-1 Transducer

Intended Use: Diagnostic ulirasound imaging or fluid fow analysis of the huntari body us follows:

Mode of Operation

Clinical Applicati
fiHeH Appticdtion B [M [PwD [CWD | Color Combined | Other*’

Doppler (Speeity} 1 (Speeily)

Qphthalinic

Fetal / Obstetrics

Abdominal N N ’ N

Intra-pperalive (Spegify)

Intra-nperative (Neurplugivul) i : i

Laparoseopic

Pediuttic N N N

Smill Qrgan (Specify) - :

Nemvuat Cephalie

Adull Cephalic ‘ B

i Iransrertal

" Tranzvaginal

Truusurethra)

i Musculg-skeletal {Conventional)

Musculo-skeletal (Superficial)

Intravascular

_Olhcr (Specily)

Cardiue NN N

Inteavascular

Peripheral vaseular

Urher (Specily)

N - new indiction: P - proviously eleared by FIDA, I — addid under this appendix
Additionzal comments: Combined mode: B+M

(1) FASE D NOT WRITE 111 OW THIS LINE « CON FINUEON ANO TR PACGT I NFRDED '
(.mu.urrcncc ol CORU, Oilice of Dum. Evaluation (UDI)

B N

o P
T Prescription Use (Per 21 CFR $01.109 )
L . /

2-4
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Digital Ultrasonic Diagnostic Imaging System
510K Submission

Diagnostic Ultrasound Indications for Use Form
Dus 3_ with L74] Transduecr

Intended Use: TXagnostic vltrasound imaging or tuid Mow analysis of the human body as follows:

:

Mode of fiperation

Clinical Applicatio —
el AppREITen B[mM[rwD [cwp | cColor [ Combined | Other*

Doppler 1 (Speeily} {Specily)

Ophthalnic

Felal ¢ Qbsretrics

Abdmminal

Tmriv-apuerative (Specily) '

Intra-operative (Newrolagical )

Laparoscopic

' Pediatric

' Smal! Organ (Specify) NN N

Neonatal Cephalic N |N N

Adult Cephalic

Transrectul

¢ Fransvaginal

) Tranzurethral

" Muscule-shelewl (Conventiona!) | N [N N

« Musculo-kelotal (Superficial) N[N N

listravasculur

1 Other (Speciy)

T .
U Cardiac

| Inunvascular

[ Peripleral vascular N |N ' N

| thber (Specify)

N = new indicativn: P - previously cleared hy FIMYA: T = added under tbis appendix
Additional commems: Combined mode: B-

(FLEASE DONOT WRETE MLLOW THIS 1IN - CONTINUE ON ANOTHER PAGI: [ NLLIL L)
Cancurrence of CDRI, Office of Deviee Evialuatinn (ODE)

Preseriptien Use (Per 21 CFR 801.109)

2-5
Page 5 of 13

il T P

(Dmsx(fi{ Sign-Off)

. Division of Reproductive, Abdommal
and Radlologlcal Devices

510(k) Number ? b ?O




Digital Llleasonic Diagnostic Imaging System
SI0K Submission

Diagnostic Ultrasound Indicatious for Use Form

DUS 3 with F741 Transdneer

Intended Use:; Diagnastic ultrasound fmaging or huid o anatysis of the heman hody as follows:

! Mode of Uperation

i Clinical Application 8 v Tvwh Towp Color Cmbined Other

| Doppler {Specify) {Specity)

Ophthalnic

*etul 7 Obstetrics

Abdominal

Intr:i-aperative (Specify)

Inirs-omperitive (Nourological}

Luparoscopic

Pediatric

~ Small Organ (Specify) -

{ Neonutal Cephatic

i Adult Cephalic

!'I'r:lnsrecl:ll N | N . N

! Transvaginal

| Transurethral

+ Museuio-skeletal (Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other {Specify)

Cartliue

Intravascular

Peripheral vascular

Lhber (Specify)

N — néw indicstion; P = previously cleared by FIDAL L = added under this nppendix
Additional ¢ommens; Combined mode; B+M

(PLLASL DO NOT WRENF IWLOW TIIS BENE - CONTINUE O8N ANOLHLER PAGL AF NLEDRIDYY
Concurrence o CDRH, Ofiiec of Deviee Evaluation (ODE)

e

“Preseription Use (Per 21 CFR SO 109y

26
Page 6 of 13
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Digital Ultrasanic Dagnustic lmaging Svalen
S1OK Submissivn

Diagnostic Ultrasound Indications for Use Form

DUS 3 with E611-1 Transducer

Intended Use; Diagnostic nltrasound imaging or (luid fTow 2nalysis ol the lmas body as ollows:

Mode ol Dperution
B M |PWD | CWD | Coler | Combined Other*
[Joppler (Specity) (Specify)

Clinical Applicalion

Ophitlvabiniv
Fetal { Qbstetrics
Abduminal
Intra-operative (S pecily) ' ‘ .

Intri-operative (Neurolegicul)

| Laparoscopic
Iediatric
I Small Organ (Spevily}
Neonatal Cephalic
Adult Cephalic
Transrectal N |N N
“Iransvaginal N[N N
Transurethral
Musculo-skelelal (Convention:l)
i

Musculo-sheletal (Superficial)
Iravascular
Gther {(Specily)

Cardiac

Intravascular

Peripheral vascular
Other (Specify)

N —new indivation; I* = previously cleured by FDA; E  udded under this appundix
Additional comments: Combined made: B+M ‘

L_._‘ el el

(PLEASE DO NO T WRLEL BELOW IS LIND « CONTINUE ON AROTRER PAGE II NI-1D1L))
Conrum:m:c al CDRIL, Office ol Device Lvaluation ¢ODE)

Prescription Use (Per 21 CFR 801.109)

2-7
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Drigital Ubteasonic Diagnostic limaging System
SIUK Submission

Diagnastic Ultrasound Indications for Usc Form

DUS 6 Digital Ultrasonic Disrnostic hnaging System

ittended Usa: Diapnostic ultrasound imaging or Nuid Now analysis of the human bady as loilows:

Mol ot Operation

“linical Applicwi ' —
.U"‘M prietion B (M [ FWD | CWD | Color Doppler | Combined | Other*

(Specify) | (Specify)

_Ophthalmic
Fetal { Obsletrics N[N IN
Abhdominal . NN . N
[ntra-operative (Specify)
Intra-nperative (Neurological) )
Lapuroscapic

?cdinlriu N{N - N

Small Crpan (Spevify) NN N
Neonutal Cephalic i NN N
Adult Cephalic
Tulwrucl'll NN N
| resvapinal N[N N
I'ransureLhe]
Musculwskelr_:ml. NN .
{Canventivnal)
Museulo-skeletal (Superficial) N |I'N N.
ntravasculat ‘ '
Other (Spreily)
Cardiae NN N
lutravascular

| Peripheral vaseular N |w ' N
Other (Specify) i T

N~ new indication, b previously cle.m.d by #12A: [ = added under this appendix
Additionat commewts: Combined mode: DM

7

tl'i.lir\h:l.' DU KON WRETE BRL0W THIS LINE -.L'ON'I‘INU'L()N ANOFTHER PAGL U NELDETY
Coneurrence of CDRH, Office of Device Féithtion (0015}

Preseription §lse {(I*er 21 CFR 801.]

2-4
Page 8 of 13
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Digital Plerasonic Lhagnostic Imaging System
SIOK Submission

Diagnostic Ultrasound Indications for Use Form

DUS 6 with C363-1 7/ C343-1 Transducer

ftended Use: Diggnostic ulrasound imaging ar Auid Row analysis althe human body as follows:

Mede of Operation

Clinical Application

B|M|PWD {CWD | Color Cambined Other”
Doppler (Specify) {Speeifly)
Gplthalmic _
IFetal F Obvseetrics N |N N
Ahdsminal | NN N

lutra-aperative (Specily)

Intra-operative (Nevrelugical)

[Laparoscopic

Pediatric

Small Crrpan ¢ Speeily)

Neonalal Cephalic

Achull Cephulic

Trunsreelal

% Transvaginul

‘Fransurcthral

Musculo-skeletal (Conventional)

Musculo-sheletal (Superficial)

Intravascular

Other (Specily)

Cardiae

fntray ascular

Peripheral vascular

Crther {Specily)

N = new indieation; £ previously cleared by TRA: IE = added vacler this appendix
Addilional comnunents: Combined mode: B:M

{PLEASE D }'()I WRITE BELOS TS0 iN‘: - CONTINGL ON .-‘.\.NU THER FFAGE 11 NELDED)
Cuncurrence of ‘,Qﬂufmﬂcmm_e\« tee Cyvaluation (ODF)
/ Prescription Use ¢ |'ul:l2|.(:FR 801.109) \\
ﬁ\ . /'//}
.
- 2-9
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Dyigitat Lltrasanic Dizgnastic Imaging System
S10K Submission

Diagnostic Ultrasound Indications for Use Form

DUS 6 with C321 Transducer

Intended tse: Diagrostic ulirosound maging or Muid flow analyais of the human body as follews:

Mode of Operation

Clinizal ;f\pplication - .
8 M | PWD L CWD | Color Cumbinued Oiler*

Doppler (Specify} - | (Speciiy)

1 Ophthalmic

_I-'cm] f Obstetrics

Abdaminal N I N N

Intra-opesative (Specity).

Intra-operative (Neurolagical)

Laparoscopic

Pecliatric NN . N

Small Organ (Specily}

Neanatal Cephalic

Adul Cephalic

Transrectal

Transvagimal

Transweethral

Musculo-skeletal (Conventional) |

Musculo-shetetal {Supeeficial)

Intravasewlar

Other (Specily)

Cardiae | N[N N

[ntruviseylar !

Peripheral vaseular

Other (Speeily)

N new indivation: P previously cleared by F13A: 1 added under this appendix
Additianul commenis: Cotnbined mode: 3+

(PLEASE DO NS WIITE QELGW TIES LINE ~ CONTINUE ON ANGTMER IFAGE T NEFECHRD)
Concurrence ol CDRH, Office of Device fvaluation (ODE)

iun Use [Per 21 CFR %08 109)

2-10
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Digilal Ulrasonic Diagnostic Imaging Systcm
3]0 Submission .

Diagnostic Ultrasound Indications for Use Form
DUS 6 with 1L.743 Trausduger

Intended Use: Diagnostie ulirasound imaging or fuid Now analysis of the human body ax lollows:

Mumle of Operatian

Clinical Application - -
B | M [FWD | OWD | Lolor Combined Other®

Duoppler (Spevily) (Specify)

Ophthalmic

Fetal ¢ Obsletrics

Abdaminal

Tmira-operative (Specily)

Intru-eperative (Newrglagival)

Laparoscopic

Peclialriv

Small Organ (Spevily) NN

z

Neonmal Cephalic N | N N

Adulf Cephalic

Transrevl)

Transvaginal

Trunsuzethral

Musculo-skeletzl (Conventlonad) [N [N . ’ N

Musculo-skelatal (Superficial) NN N

intravascular

Othor (Specify)

Cardiac

Intraevaseular

Perpheral vascular N[N N

. Other {Specily)-

N new inddication: I - previvusty cleared by FIJA; G — added under this al"upcndix
Additional commenis: Combined miode; 1M

(MLEANL DY NGO T WRITE BELOW THIS LINE - CUNTINUE ON ANDITIER PAGE 11F NELDID)
Concurrence of A-DRH; OMMgt ol Device Lvaluation {QDL)

rescriplion Gse (Per 21 CEC80L. 10Y)

2-11
Page 11 of 13
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Digital Ultrasonic Diagnoslic hnaging System
510K Submission

Diagnostic Ultrasound Indications for Use Form

DUS 6 wijh E743 Transducer

Inlended Use: Diagnostic ultrasound imaging or Muid fow analvsis of the human bady as follows:

Muode of Dperation

.]} ' iealion-
Clinical Applivation R M |PWD |CWD | Color Combined (ther®

; Doppler {Spucily) {Specify)
Oplhidalinie '

l'etal # Obslelrics I

Abdominal - )

Intra-operalive (Spectiy)

Intra-operative (Neurnfogical)

Laparoseopic

Pediatric;

Shuifl Ovpan (Speeily)

Necnatal Cephulic |

Adull Cephalic

? Transrecla| N | N N

Transvaginal

Transurelhrat

Musculo-skelelal (Conventional)

Musculo-skeletal {Superficial)

{istravascular

Other (Specify)

Curdiae

Itravusculur

Peripheral vascular

Olher (Speity)

N = new indication; I' = previously cleared by FA: [ — added unier this appendix
Additional comments; Combiued mode; B+M

(P EASE DO NOE WRITE BELOW LIS LINY - CONT INUE ON ANCTHFR PAGL L NEEDED)
Coneurrenec af COIH, Otfice of Device Fvaluation (QODEY !

7 Proscription Use (Per 21 CFR #01,100)

o
— . -
———
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Digital Ullrasonic Disguastic Imaging Sysiem
S10K Submission

Diagnostic Ultrasound Indications for Use Form

DUS 6 with E613 Transducer

[ntended Use: Diagnostic ulrasaund imaging or Tuid Now analysis of the human hody as follows:

Mude of (peration

Clinical Applicatisn -
BI!M | MWD | CWD | Color Cowubined Oher*

Doppler (Specify) {Specify)

Ophthalinic

Fetal / Qbsleirics

Abdontinat

Intra-uperalive (Specify)

intre-nperative (Nevroloygieal)

Laparescopic

Pedialiic . -

Small Gruan (Speeity)

Neangral Cephalic

Adult Cephalic

Iransrecial N

z
z

Transvaginal NN N

Transurcethral

Musenla-skeletal {Conventionah

Muscobo-skeletal {Superficial)

fairavaseular

| Other (Specify)

Curdiac

Inwravascular '

: Penipheral vaseular

éﬂlhcr (§pecin)

N = new incheation: P = previously cleased by FDA: E — added under this appendin
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